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Forms  sent  to  you  annually  for  compliance  with  Board  of  Health  Regulation 
60-001  (Regulation  XV)  will  not  be  issued  this  year.    We  will  use  data  from  pre- 
vious registrations  for  the  1969  file.     If  you  have  not  registered  with  us  pre- 
viously and  now  wish  to  consider  doing  so,  please  write  and  request  forms. 

The  regulation  referred  to  requires  "every  person,  firm  or  corporation 
operating  or  maintaining  a  laboratory  in  which  body  fluids,  secretions  or  excre- 
tions are  examined  for  the  determination  of  the  presence  or  absence  of  an  in- 
fectious agent  in  the  material  examined  or  in  the  person  or  animal  from  which 
it  is  secured  to  register  annually  with  the  State  Department  of  Health".  For 
hospital  laboratories  we  use  information  supplied  to  the  Division  of  Hospital 
and  Medical  Facilities  to  determine  which  ones  should  be  registered  with  us. 

REVISION  OF  "MONTANA  LICENSING  LAW  AND  STANDARDS  FOR  HOSPITALS 
AND  RELATED  INSTITUTIONS"  -  November  1966  Edition 

We  are  rewriting  Section  D  Laboratory  in  PART  IV  PERSONNEL  and  those  por- 
tions of  Section  H,  Part  I  which  have  to  do  with  requirements  for  laboratory 
service.     To  a  large  extent  the  revision  will  follow  provisions  of  House  Bill 
317,  The  Montana  Clinical  Laboratory  Act  (1969  session). 

Tlae  first  standards  for  clinical  laboratories  which  were  compiled  following 
investigations  by  the  Public  Health  Service  and  their  grantees  into  the  quality 
of  clinical  laboratory  performance  in  the  United  States  were  the  Medicare  regula- 
tions (Code  of  Federal  Regulations,  Title  20,  Chapter  III,  Part  405  -  Conditions 
for  Covereage  of  Services  of  Independent  Laboratories).     These  have  been  used  as 
a  guide  in  subsequent  laws  and  regulations.     Examples  are:     Code  of  Federal  Regu- 
lations Title  42,  Chapter  I,  Subchapter  F,  Part  74  -  Regulations  under  the  Clini- 
cal Laboratories  Improvement  Act  of  1967  (Public  Law  90-174,  42  U.S.C.  263a); 
legislation  suggested  by  the  Council  of  State  Governments  for  "Regulation  of 
Clinical  Laboratories  and  their  Personnel";  model  bills  from  the  Public  Health 
Service  for  intrastate  licensing  of  laboratories  and  personnel;  and  the  laws  of 
the  14  states  which  now  have  comprehensive  laboratory  legislation.     This  also 
served  as  the  basis  for  House  Bill  317  because  it  is  highly  expedient  to  have 
state  laws  which  are  equivalent  to,  or  exceed.  Federal  regulations.     Here  is  an 
illustration  taken  from  the  first  of  the  regulations  cited  above:  "Laboratories 
complying  with  the  standards  for  clinical  laboratories  in  states  with  acceptable 
programs  may  apply  for  exemption  from  (Federal)  licensure." 

Complaints  arose  in  Congress  that  Medicare  qualifications  sometimes  pre- 
cluded fullest  use  of  properly  trained  personnel.     Therefore,  the  Secretary  of 
Health,  Education  and  Welfare  was  instructed  to  appoint  several  commissions  to 
review  these  qualifications.     The  findings  are  presented  in  "PERSONNEL  QUALIFI- 
CATIONS FOR  MEDICARE  PERSONNEL  -  A  REPORT  TO  CONGRESS  -  December  1968".  Although 
some  modifications  were  suggested  in  such  areas  as  physical  therapy,  the  conclu- 
sion of  the  Commission  to  study  qualifications  for  laboratory  personnel  was : 
"that  the  current  regulations  for  laboratory  personnel  represent  the  minimal  ac- 
ceptable level  of  standards  to  assure  safe  laboratory  performance.     Thus ,  no 
change  should  be  made  in  the  present  qualifications  as  specified  in  the  condi- 
tions for  coverage  of  services  of  independent  laboratories  under  Medicare."  We 
agree  and  will  proceed  accordingly! 


(OVER) 


In  Montana  we  must  support  our  local  laboratories  but  we  also  should  make 
certain  that  they  provide  quality  services  and  hence  merit  such  support.  In 
many  areas  of  the  state  this  will  require  a  great  deal  of  teamwork.     Our  dilemma 
is  highlighted  in  the  following  quotation  from  Hollis  S.  Ingraham,  M.D.,  Commis- 
sioner of  Health,  State  of  New  York:     "Volume  =  Quality  —  We  have  found  out 
that  the  same  principle  of  volume  governs  the  quality  of  clinical  laboratories. 
In  our  studies,  we  found  that  the  fewer  tests  a  laboratory  does,  the  less  accurate 
the  laboratory's  work.     It's  an  almost  straightline  inverse  ratio.  Laboratories 
doing  tens  of  thousands  of  a  test  each  year  are  quite  accurate.     But  when  you 
look  into  laboratories  that  are  doing  only  50  of  a  given  test  each  year,  you  find 
that  they  stand  only  a  50-50  chance  of  coming  up  with  an  accurate  result.  In 
other  words,  the  doctor  who  sent  a  specimen  to  one  of  these  labs  might  just  as 
well  have  flipped  a  coin."    No  laboratory  person  would  "buy"  this  statement  in 
its  entirety.     The  presence  of  professionally  qualified  persons  in  the  laboratory 
make  the  chief  difference  and  we  continually  are  working  towards  the  goal  of  as- 
suring that  every  clinical  laboratory  procedure  carried  out  in  Montana  is  done  by 
a  qualified  person. 

We  will  present  a  discussion  on  the  licensing  of  clinical  laboratory  person- 
nel in  Montana  at  the  Montana  Society  of  Medical  Technologists  State  Convention, 
Great  Falls,  April  24-26.     This  topic  is  tentatively  scheduled  for  Saturday 
morning  the  26th. 

SPECIAL  NOTE:     In  Bulletin  No.  7  we  announced  the  availability,  in  the 
State  Laboratory,  of  the  Ox  Cell  Hemolysin  Test  for  Infectious  Mono- 
nucleosis.    For  the  first  two  months  in  1969  sixty  tests  were  done  and 
ten  specimens  were  positive  (16.6%). 


